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DETAILED ACTION 

The response filed 01/04/07 presents remarks and arguments to the office action 
mailed 06/02/06. Applicants' request for reconsideration of the rejection of claims in the 
last office action has been considered. 

Applicants' arguments, filed 1/04/07, have been fully considered but they are not 
deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-26 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
forfaiting to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The phrase "transplanted organ, tissue or cell in a subject" (e.g., instant claim 1, 
lines 1-2) which is unclear as to whether the limitation "transplanted" only applies to an 
"organ" and not to "tissue" or "ceil in a subject". In the interpretation that "transplanted" 
does not limit "tissue" or "cell" , then a GVHD rejection reaction in a patient would read 
on an embodiment of the instant claims. 

Maintained Claim Rejections - 35 USC § 102 
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Claim 1-26 are rejected under 35 U.S.C. 102(a) as being anticipated by Sneddon 
etal. WO 01/87849. 

Applicants' argument together with the interview and affidavit supplied has been 
acknowledged and very carefully considered with regards to the above rejection. 

The claims recite rejection of a transplanted organ, tissue or cell. The rejection 
is maintained because GVHD as taught by a cited reference. In GVHD, transplantation 
is done with bone marrow cell-which is interpreted by the Examiner to be a tissue or a 
cell and this is well within the claim limitation scope. It is the Examiner's view point that 
the risk of developing GVHD is attributed to a number of factors and that the risk 
increases with increasing amounts of lymphoid tissue being transferred and the order of 
risk depends on the organ being transplanted as evidenced by Jamieson et al. 
(Transplant Int. (1991 ) 4:67-71 ) (see pg 70-highlighted). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sneddon et al. WO 01/87849 taken with Sviland et al J. Clin. Pathology 1999, 52:910- 
913 in view of Jamieson et al. (Transplant Int. (1991)4:67-71). 

Sneddon discloses current claims 1 and 2, a method of inhibiting tissue 
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transplant, as graft versus host disease, (see page 14, line 30), administering the 




compound of formula I wherein the substituents 



are the same as that of the claimed subject matter. See table below 



Reference 


instant 


Data set 


Rii 


R3 


Su bstituted/u nsu bstituted 
alkyi 


Rio 


R2. 


substituted arakyi 


Ri 


Rg 


substituted arakyi 


Rl3 


R4 


substituted alkyI 


Rs 


H 


H 



Sneddon discloses current claims 4-8, wherein, R4 = R12 is a substituted aryl 
group at page 82, line 7, and as in current claim 5 wherein R4 is a substituted phenyl 
group at page 97 line 2, and a benzyl as in current claim 6. Sneddon also discloses 
current claims 7 and 8, wherein R1 = R9 is C1-C4 is either a substituted aryl/alkyi group 
(see page 82 line 10) and claim 9 a substituted aryl group, and an optionally substituted 
phenyl group as in claim 10. The reference discloses (see page, 52 table 1 compound 
1 , subsequently claims 1 1-23 are obvious. 
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Sneddon also discloses administering the compound of current claims 24-25 




(see page 87) to a patient with graft versus host disease (see page 14 line 30). With 




10 



T 



R,2 Re O 



regard to current claim 26 (see page 96) where the 

substituents of R for example R13 in the instant claim is represented by Rn are the 
same-substituted alkyi, R12 is R10 in the cited reference is alkyi, Rn is Rg etc. . 
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Sviland et al. teach GVHD is a complication following bone marrow 
transplantation (see abstract, wherein (tumor necrosis factor-alpha)TNF-a are important 
mediators of the cellular damage, (see abstract also). 

One of ordinary skill in the art would have been motivated to combine the cited 
art use the compounds taught by Sneddons' reference with that of Sviland et al. to treat 
bone transplantation that is mediated by TNF-a and expect to be successful in doing so 
because, the Sneddon et al. reference teaches that these cytokines play important role 
in mediating cellular damage. 

Jamieson et al. teach that GVHD is a solid organ transplantation effect. The 
claims recite transplantation of an organ, tissue or cell (see abstract-highlighted sec). 
This is well within the claim limitation. 

One of ordinary skill in the art would have combined the cited art references and 
used the Sneddon et al, compound to treat organ transplant because the motivation 
comes clearly from Jamieson et al. Therefore one of ordinary skill in the art would 
expect a successful result in using the compounds of Sneddon et al. to treat organ 
transplantion because Sneddon et al. has used the compound for GVHD treatment and 
Jamieson teaches the GVHD is an organ transplant effect. 

Thus, the claimed invention was prima facia obvious to make and use at the time 
it was made. 

Maintained Doubie Patenting 
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Claims 1-26 remain provisionally rejected under the judicially created doctrine of 
double patenting over claims 1-20 of copending Application No. 10/719,701 (recently 



The subject matter claimed in the instant application is fully disclosed in the referenced 
copending application and would be covered by any patent granted on that copending 
application since the referenced copending application and the instant application are 

claiming common subject matter, as follows: The claims are drawn to a composition and 
method of inhibiting rejection of a transplant organ composition, using formula 



only difference between the instant application and the co-pending application is in the 
instant claim adjuvant therapy is used while the co-pending claims treat the condition 
with only the compound of formula I. Thus the claims of the instant application are 
anticipated by the co-pending application. 
No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 



allowed). 




in the instant claim with rapamycin or CD40L. The 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Information regarding the status of an application may be obtained from the 
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